
148 

21 CFR Ch. I (4–1–05 Edition) § 14.70 

the executive secretary or the des-
ignated agency employee listed in the 
FEDERAL REGISTER notices published 
under § 14.20. 

(c) Requests for public advisory com-
mittee records, including minutes, are 
to be made, to FDA’s Freedom of Infor-
mation Staff (HFI–35) under § 20.40 and 
the related provisions of part 20. 

[44 FR 22351, Apr. 13, 1979, as amended at 46 
FR 8456, Jan. 27, 1981] 

§ 14.70 Administrative record of a pub-
lic hearing before an advisory com-
mittee. 

(a) Advice or recommendations of an 
advisory committee may be given only 
on matters covered in the administra-
tive record of the committee’s pro-
ceedings. Except as specified in other 
FDA regulations, the administrative 
record consists of all the following 
items relating to the matter: 

(1) Any transcript or recording of an 
open portion of a meeting. 

(2) The minutes of all portions of all 
meetings, after any deletions under 
§ 14.60(b)(4). 

(3) All written submissions to and in-
formation considered by the com-
mittee. 

(4) All reports made by the com-
mittee. 

(5) Any reports prepared by a con-
sultant under § 14.31(e). 

(b) The record of the proceeding is 
closed at the time the advisory com-
mittee renders its advice or rec-
ommendations or at any earlier time 
specified by the committee or in other 
sections in this chapter. 

§ 14.75 Examination of administrative 
record and other advisory com-
mittee records. 

(a) The administrative record and 
other committee records are available 
for public disclosure under part 20, ex-
cept as provided in paragraph (b) of 
this section, at the following times: 

(1) The written information for con-
sideration by the committee at any 
meeting: at the same time it is made 
available to the committee. 

(2) The transcript or recording of any 
open portion of a meeting: as soon as it 
is available. 

(3) The minutes of any open portion 
of a meeting: after they have been ap-

proved by the committee and certified 
by the chairman. 

(4) The brief summary of any closed 
portion of a meeting prepared under 
§ 14.60(c): as soon as it is available. 

(5) All written information or views 
submitted to the committee at an open 
portion of a meeting: as soon as they 
are submitted. 

(6) The minutes or portions thereof of 
a closed portion of a meeting— 

(i) For a matter not directed to be 
maintained as confidential under 
§ 14.22(i)(2): After they have been ap-
proved by the committee and certified 
by the chairman; and 

(ii) For a matter directed to be main-
tained as confidential under § 14.22(i)(2): 
After the advice or report of the com-
mittee relevant to those minutes or 
portions thereof is acted upon by the 
Commissioner, or upon a determina-
tion by the Commissioner that such 
minutes or portions thereof may be 
made available for public disclosure 
without undue interference with agen-
cy or advisory committee operations. 

(7) Formal advice or a report of the 
committee: After it has been acted 
upon, i.e., approved, disapproved, or re-
jected as inadequate, by the Commis-
sioner, or upon a determination by the 
Commissioner that such formal advice 
or report may be made available for 
public disclosure without undue inter-
ference with agency or committee op-
erations. Such formal advice or report 
may be retained as confidential while 
it is under active advisement. 

(8) Any other committee records re-
lating to the matter, except transcripts 
and recordings of closed portions of 
meetings: After the advice or report of 
the committee relevant to those 
records is acted upon by the Commis-
sioner, or upon a determination by the 
Commissioner that the records may be 
made available for public disclosure 
without undue interference with agen-
cy or committee operations. 

(b) The following information con-
tained in the administrative record is 
not available for public examination or 
copying except as provided in § 12.32(g): 

(1) Material provided to the com-
mittee by FDA that is exempt from 
public disclosure under part 20 and the 
regulations referenced there. 
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(2) Material provided to the advisory 
committee by a person making a pres-
entation described in § 14.25(c) and 
which is prohibited from public disclo-
sure under part 20 and the regulations 
referenced there. 

(c) The Division of Dockets Manage-
ment (HFA–305) will maintain a file for 
each committee containing the fol-
lowing principal records for ready ac-
cess by the public: 

(1) The committee charter. 
(2) A list of committee members and 

their curricula vitae. 
(3) The minutes of committee meet-

ings. 
(4) Any formal advice or report of the 

committee. 

[44 FR 22351, Apr. 13, 1979, as amended at 54 
FR 9035, Mar. 3, 1989] 

Subpart E—Members of Advisory 
Committees 

§ 14.80 Qualifications for members of 
standing policy and technical advi-
sory committees. 

(a) Members of a policy advisory 
committee— 

(1) Shall have diverse interests, edu-
cation, training, and experience; spe-
cific technical expertise is not a re-
quirement; 

(2) Are subject to the conflict of in-
terest laws and regulations either as 
special Government employees or as 
members of the uniformed services, in-
cluding the Commissioned Corps of the 
Public Health Service (the Commis-
sioner has determined that, because 
members representing particular inter-
ests, e.g., a representative of labor, in-
dustry, consumers, or agriculture, are 
included on advisory committees spe-
cifically for the purpose of rep-
resenting these interests, any financial 
interest covered by 18 U.S.C. 208(a) in 
the class which the member represents 
is irrelevant to the services which the 
Government expects from them and 
thus is hereby exempted under 18 
U.S.C. 208(b) as too remote and incon-
sequential to affect the integrity of 
their services); and 

(3) Shall be voting members. 
(b) Technical advisory committee.(1) 

Voting members of technical advisory 
committees— 

(i) Shall have expertise in the subject 
matter with which the committee is 
concerned and have diverse profes-
sional education, training, and experi-
ence so that the committee will reflect 
a balanced composition of sufficient 
scientific expertise to handle the prob-
lems that come before it; and 

(ii) Except for members of the Tech-
nical Electronic Product Radiation 
Safety Standards Committee 
(TEPRSSC), are subject to the conflict 
of interest laws and regulations either 
as special Government employees or as 
members of the uniformed services, in-
cluding the Commissioned Corps of the 
Public Health Service. 

(2) The Commissioner shall, when re-
quired by statute, and may when not 
required by statute, provide for non-
voting members of a technical advisory 
committee to serve as representatives 
of and liaison with interested organiza-
tions. Nonvoting members— 

(i) Shall be selected by the interested 
organizations, as provided in § 14.84; 
technical expertise in the subject mat-
ter with which the committee is in-
volved is not a requirement; and 

(ii) May be special Government em-
ployees subject to the conflict of inter-
est laws and regulations, except as pro-
vided in § 14.84(e). 

(c) A person may serve as a voting or 
nonvoting member on only one FDA 
advisory committee unless the Com-
missioner determines in writing that 
dual membership will aid the work of 
the committees involved and is in the 
public interest. 

(d) Members of FDA advisory com-
mittees, and the chairman, are ap-
pointed from among those nominated 
under §§ 14.82 and 14.84 and from any 
other sources by the Secretary, or, by 
delegation of authority, by the Assist-
ant Secretary for Health, or the Com-
missioner. 

(e) Members appointed to an advisory 
committee serve for the duration of the 
committee, or until their terms of ap-
pointment expire, they resign, or they 
are removed from membership by the 
Commissioner. 

(f) A committee member may be re-
moved from membership for good 
cause. Good cause includes excessive 
absenteeism from committee meetings, 
a demonstrated bias that interferes 
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